
Scientific Integrity and Human Research Ethics at EPA 

The Vulntruhllitirs l nhucnt in the Status Quo: 

• EPA's human rese-arch ethics program docs not meet accepted standards in the biocthics 
community and is widc:ly regarded as inadequate by knowledgeable individuals. 

• EPA's human studies rule is seriously Hawed. contains barriers to ethically desirable 
human rcscnKh. and impedes interagency collaborations. 

• EPA h.JS a history o f regulatory violations im•olving hum:1n research (details U\':tilablc). 
• If public scrutiny is brought to bcur because of a new ad\'crsc C\'Cnt. EPA's inability 10 

demonstrate th:u the Agency meets ncccph.'tl Sl:tndanls could cause further hamt to EPA's 
pOSt-CHEERS reputation and thereby compromise the Agency's mission. 

• A c-urrent example is d1c allegation thtn the l!Sperimcnt;ll building demolition carried out 
by EPA in Ft . Worth. TX in 2007 constituted human research without infonm:d consent. 

The Solution: 

• 1\n independent. intcgrntcd scientific intcgrity·human rese31'Ch ethics pn)grom with 
resources appropriate to its mand:ue nnd n direct rcp<ming line to a senior EPA ofiicial. 

Programmatic functions: 

• Compn:hc:nsivc n:gulntory oversight ofhum:m rcsc:lf('h conducted or support~;.-d by EPA 

• Development o f guidance and new rcgui:Hions to :u.ldrcss llnws in the cum:nt EPA 
human studic:s nalc and g:aps in existing guidance from the DI-IHS 011icc for flurnan 

Research Protection.<;, (which has n biomedical. not nn CO\'ironmental. focus). 
• lntcgnltion of human research protection activities into the grant·making process. 
• An intramural human rcsear~h protection progmmthnt mc.."C'tS :Jccrc..-ditution standards. 
• Support lOr the OPP third·party human researc-h oversight program, including opcr.ttion 

of the-EPA Human Studies Review Boanl. 
• A scientilic integrity progrnm thnt extends to intrrunural a ndcxtromuf'31ac ti\·itics. 

• Outreach to Program Otlices. Regions. and the n:gulotcd community in the pri\'atc sector. 
• lliocthics consuiUHion for EP;\ scientists. public hcaJth prnctitioncrs. nnd policymakcrs. 
• Scholarship in biocthics rclc\'ant to matters within the scop.: of EPA ·s interests. 

S1~1rH1p PC'rsonncl RcsourcC's: 

• ~·rog.rrun Director (existing) 
• Administnnivc Assistant (existing) 
• HSRB Dcsign:ncd Fcdcrol Oniccr (existing) 
• Educmion Ollicer (new) 
• Compliance Oniccr (new) 
• I Juman Research l'rolcction Progr.tm :\dministrntor (new) 
• Re:;c:n.n:h Integrity Officer (new) 
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